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On a recent Wednesday morning, Arthur Caplan, PhD, director of the Division of Medical
Ethics at NYULMC, was lecturing a group of global health professionals about the ethical
dilemmas in clinical research raised by last year’s Ebola outbreak in West Africa.
Should experimental antiEbola drugs have to go through a traditional randomized,
placebocontrolled trial, Dr. Caplan asked? Or, given the devastation wrought by Ebola in
Liberia, Sierra Leone, and Guinea, does requiring a rigorous clinical trial—rather than a
more “adaptive” study design that tests two treatments against each other—deny
potential treatments to those who desperately need them, for the sake of achieving a
“gold standard” of research?
“If you’re not going to give [the treatment] out before you’re sure it’s going to work, you’re
asking people to wait a long time,” said Dr. Caplan. At the same time, he said, there are tradeoffs in choosing not to
conduct a randomized control trial.
Dr. Caplan and several of his colleagues held a twoweek ethics boot camp of sorts, as part of the WIRBCopernicus
Group’s (WCG’s) International Fellows Program. The program trains global health professionals who want to establish
or improve institutional review boards (IRBs)—sometimes referred to as Research Ethics Committees—in their
countries.

The ethics boot camp attendees from left to right: Lu Wang from China; S. Benedict Dossen from Liberia; Fredy A. Canchihuaman from Peru; Budsaba Wiriyasirivaj from Thailand;
Yang Hongrong from China; Naah Tabala Felicite from Cameroon.

An Expanding Need for Oversight and Training
Clinical trials are increasingly conducted in a growing list of low and middleincome countries in Asia, Africa, and Latin
America, which are considered attractive “emerging markets.” It is often thought to be less expensive to conduct clinical
trials in these countries than in developed nations, and they have large patient populations who are relatively untreated.
But local citizens and others are concerned that such trials are not always conducted with the same ethical standards
expected in the U.S. and other developed countries.
“As drug development trials are being conducted in an expanding list of countries, there is an acute shortage of well
organized local IRBs and trained professionals to provide the necessary oversight for research involving human
subjects,” WCG Chairman and CEO Donald A. Deieso, PhD, said. “Through our program, we provide our international
fellows with a deep knowledge of regulations and guidelines, and a comprehensive understanding of the best practices
in human subject protection. Once they are so empowered, we expect that they will return to their countries and
establish highquality, compliant local IRBs."
https://central.nyumc.org/nyulmc-news/Lists/Posts/Post.aspx?ID=2678
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The issue of Ebola treatment or research is particularly acute for S. Benedict Dossen, who serves as a member of the
University of Liberia’s Pacific Institute of Research and Evaluation IRB, and the government’s newlyestablished
Liberian National Review and Ethics Board.
Mr. Dossen, who is from Liberia, is concerned that studies in his country are not always done for the benefit of
Liberians. “Liberia has been seen as an open field for research, not only because of the Ebola outbreak but since the
[Liberian Civil] War [ended], with most studies being done by foreigners or foreign groups. The lack of a strong local
research regulation system has made the country vulnerable to research malpractices,” he said. He commended his
government for establishing a national review board, which he believes should be independent and autonomous.
Dr. Caplan suggests that IRBs can be involved in the kind of decisionmaking that happened during the Ebola outbreak.
“The IRB of tomorrow has a role to play in the study design,” he added.
Knowledge to Carry Home
In addition to training with Dr. Caplan, fellows take classes with experts from other disciplines, including law, dentistry,
nursing, and social science. Instructors include Barbara Redman, PhD, MBE; Jennifer Miller, PhD; Alison Bateman
House, PhD, MPH, MA; and Brendan Parent, JD—all of whom are in NYULMC’s Division of Medical Ethics—and Ken
Berkowitz, MD, FCCP, acting executive director of the Veterans Health Administration’s National Center for Ethics in
Health Care and associate professor of Medicine and Population Health at NYULMC.
After their two weeks here, the fellows flew to the other side of the country to get handson training in the offices of the
Western Institutional Review Board, an independent, centralized IRB in Washington State, which is part of the WCG
company.

Attendees enjoy dinner together after the boot camp.

The fellows hope to use what they learn to expand the power of their IRBs back home, which in many cases are
fledgling. Today in Thailand, there is growing recognition among researchers, educational institutions, the government,
and society that research needs to be ethically conducted, says Budsaba Wiriyasirivaj, MD, a consulting obstetrician
and gynecologist and lecturer on the faculty of medicine at Vajira Hospital, at Navamindradhiraj University in Bangkok.
As a result, the Thai government soon plans to enact a law that will set standards for research.
Another issue is how to make sure research participants actually comprehend what they are getting into, said Dr.
Caplan. “We spend a lot of time worrying about what we tell people when [they are] giving informed consent. But I’m
more worried about making sure they understand.”
Creating an Ethics Framework, Along with Public Trust
In Peru and other Latin American nations, ethical research faces limitations, said Fredy A. Canchihuaman, MD, PhD,
MPH, president of the IRB at Universidad Peruana Cayetano Heredia, in Lima, and executive coordinator of the
Peruvian National Network Ethics Research Board. “Researchers are not well trained in ethics and bioethics, and
neither are IRB members. They are experts in methodology and statistical analysis, but if you ask them, ‘What about
bioethics?’ they may just say, ‘Let the IRB decide what’s ethical or not.’”
“There is also a lack of educational programs for the general population, for the community,” Dr. Canchihuaman added.
In between training sessions, he was working on a model to improve and address the challenges and complexity faced
by ethical review committees in Latin America.
On the last day of their training at NYULMC, Dr. Caplan encouraged the fellows to actively monitor research while it is
going on—even after the study is approved by an IRB. As a member of an IRB himself for many years, Dr. Caplan has
dropped in on studies to make sure there are no ethical breaches.
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Most importantly, participants in clinical research need to have reason to trust that studies are safe and benefit their
society. Dr. Canchihuaman said, “I think something we need to work on is building the public trust.”
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